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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions. of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

^)M Responsive to communication(s) filed on 11 February 2005 . 
2b)\3 This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Clalm(s) 7-5. 19-34.40-46,48,50-56 and 58-67 is/are pending in the application. 

4a) Of the above claim(s) 6-75. 18.27,36.37,47 and 57 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

QM Claim(s) 7-5. 79-26. 28-34. 40-46. 48. 50-56 and 58-67 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 02 October 2000 is/are: a)l3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonn PTO-152. 

Priority under 35 U.S.C. § 119 

12) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)[3 All b)n Some * 0)0 None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 10/2/2000 . 



4) n Interview Summary (PTO-413) 

Paper No(s)/Mail Date. , 

5) n Notice of Informal Patent Application (PTO-1 52) 

6) 13 Other: Notice to Comptv . 



U.S. Patent and Trademark Office 
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DETAILED ACTION 

Claims 1-5, 19-34, 40-46, 48, 50-56, and 58-67 are pending in the present application. 

Election/Restrictions 

Applicant's election with traverse of Group I in the reply filed on 2/1 1/2005 is 
acknowledged. The traversal is on the ground(s) that Claims 1-5 of Group I should be 
considered with dependant claims 19-26, 28-34, 40-46, 48, 50-56 and 58-67 as defining a single 
inventive concept. This is found persuasive. 

Claims 6-15, 18, 27, 36-37, 47 and 57 withdrawn from further consideration pursuant to 
37 CFR 1 . 142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply filed 
on 2/11/2005. 

Accordingly, claims 1-5, 19-26, 28-34, 40-46, 48, 50-56 and 58-67 are currently under 
consideration. 

Specification 

This apphcation contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). A 
computer readable form (CRF) for the present apphcation has not been filed. Thus, this 
apphcation fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 
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Applicant must comply with the requirements of the sequence rules (37 CFR 1.821 - 1.825) 
before the appUcation can be examined under 35 U.S.C. 131 and 132. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-5, 19-34, 40-46, 48, 50-56 and 58-67 rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the apphcation was filed, 
had possession of the claimed invention. 

The written description requirement is established by 35 U.S.C. 1 12, first paragraph 
which states that the: ''specification shall contain a written description of the invention. . 
.[emphasis added]." A specification must convey to one of skill in the art that "as of the filing 
date sought, [the inventor] was in possession of the invention." See Vas Cath v. Mahurkar 935 
F.2d 1555, 1560 19 USPQ2d 1111,1117 (Fed. Cir. 1991). Applicant may show that he is in 
"possession" of the invention claimed by describing the invention with all of its claimed 
limitations "by such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that fully set forth the claimed invention." See Lockwood v. American Airlines Inc 107 F.3d 
1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 1997). 
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The invention of the instant claims is drawn to a conplementary strands of nucleotides 1- 
740 of SEQ ID NO: 1, which includes any sequence of any length that so long as it is 
complementary to nucleotides 1-740 of SEQ ID N0:1. These are genus claims that encompass a 
wide array of sequences. The specification does not disclose what these many complementary 
sequences may be and also the specification and does it provide any teachings as to how the 
structures of these sequences relate to their function. Thus, the specification does not describe 
the conqjlete structure of a representative number of species. Absent such teachings and 
guidance as to the structure-function relationship of these molecules, the specification does not 
describe the claimed recombinant DNA molecules in such full, clear, concise and exact terms so 
as to indicate that Apphcant had possession of these molecules at the time of filing of the present 
application. 

The invention of claim 21 is drawn to glucoamylase or a portion thereof The invention 
of claim 22 is drawn to a protein B2 from Acremonium chrysogenum or a portion thereof The 
invention of claim 23 is drawn to glutamate dehydrogenase or a portion thereof 

Each of these claims recites a separate genus claim. The instant claims are drawn to 
undefined portions or fragments of the proteins for which the specification has failed to provide 
adequate description. Each of these genuses encompass a wide array of protein fragments or 
portions for which applicant has failed to provide adequate description. The specification fails to 
disclose a representative number of the portions or fragments claimed. The specification also 
fails to provide any teachings as to how the structures of the proteins in each genus relates to the 
function such that one of skill in the art would reasonably conclude that Apphcant was in 
possession of the genus claimed. 
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Absent teachings and guidance regarding the structure-function relationship of each of 
the above genuses, the specification does not describe the claimed portions or fragments of the 
proteins above in such full, clear, concise and exact terms so as to indicate that AppUcant had 
possession of these molecules at the time of filing of the present application. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 26 and 66 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to con:5)ly 
with the enablement requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

Where the invention involves a biological material and words alone cannot sufficiently 
describe how to make and use the invention in a reproducible manner, access to the biological 
material may be necessary for the satisfaction of the statutory requirements for patentability 
under 35 U.S.C. 1 12. Courts have recognized the necessity and desirabiUty of permitting an 
apphcant for a patent to supplement the written disclosure in an application with a deposit of 
biological material which is essential to meet some requirement of the statute with respect to the 
claimed invention. Merck and Co., Inc. v. Chase Chemical Co., HZ F. Supp. 68, 155 USPQ 139 
(D. N.J. 1967); In re Argoudelis, 434 F.2d 666, 168 USPQ 99 (CCPA 1970). 

Applicant claims the plasmid constructs, pThiX and CECT20241 in the instant claims. In 
order to sufficiently enable the claimed plasmids. Applicant must make a biological deposit of 
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each of them. The deposit rules (37 CFR 1.801 - 1.809) set forth examining procedures and 
conditions of deposit which must be satisfied when a deposit is required. See MPEP 2402-2404. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konstantina Katcheves whose telephone number is (571) 272- 
0768, The examiner can normally be reached on Monday, Tuesday, Thursday and Friday 7:30 to 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Remy Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone number 
for the organization where this appUcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published apphcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
apphcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 
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NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIO 


NS 



CONTAINING NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE 
DISCLOSURES 

Applicant must file the items indicated below within the time period set the Office action to which the Notice 
is attached to avoid abandonment under 35 U.S.C. § 133 (extensions of time may be obtained under the 
provisions of 37 CFR 1.136(a)). 

The nucleotide and/or amino acid sequence disclosure contained in this application does not comply with 
the requirements for such a disclosure as set forth in 37 C.F.R. 1.821 - 1.825 for the following reason(s): 

□ 1 . This application cleariy fails to comply with the requirements of 37 C.F.R. 1 .821-1 .825. Applicant's 
attention is directed to the final rulemaking notice published at 55 FR 18230 (May 1, 1990), and 1114 
OG 29 (May 15,1 990). If the effective filing date is on or after July 1 , 1 998, see the final rulemaking 
notice published at 63 FR 29620 (June 1, 1998) and 1211 OG 82 (June 23, 1998). 

□ 2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

S 3. A copy of the "Sequence Listing" in computer readable forni has not been submitted as required, by 
37 C.F.R. 1.821(e). 

□ 4. A copy of the "Sequence Listing" in computer readable fonm has been submitted. However, the 
content of the computer readable form does not comply with the requirements of 37 C.F.R. 1.822 and/or 
1.823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 

□ 5. The computer readable fonm that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute computer 
readable fomi must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 

□ 7. Other: 

Applicant Must Provide: 

S An initial or substitute computer readable fonn (CRF) copy of the "Sequence Listing". 

M An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
into the specification. 

M A statement that the content of the paper and computer readable copies are the same and, where 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(0 or 1821(g) or 1.825(b) or 
1.825(d). 



For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 

For CRF Submission Help, call (703) 308-4212 

Patentin Software Program Support 

Technical Assistance 703-287-0200 

To Purchase Patentin Software 703-306-2600 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR REPLY 



U.S. Patent and Trademark Office 



Part of Paper No. 



